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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on 06 August 2007 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1.6-11.13,15.16,65.70-80.90.95-104.138.139.141 and 143-189 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) EI Claim(s) 1.6-11.13.15.16.65.70-80,90.95-104.138.139.141 and 143-189 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. _. 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 8/6/07 has been entered. 

Claims 1,6-11, 13, 15, 16, 65,70-80, 90, 95-104, 138, 139, 141, 143-189 are pending in 
this application, all other claims have been canceled. 

Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 1,6-9, 11, 13, 15-16,65,70-80,90,95-104, 138-139, 141, and 143-189 are rejected under 
35 U.S.C. 101 because the claimed invention is directed to non-statutory subject matter. This 
rejection is maintained. 

The claims have been amended to recite an output step, however, the data which is output 
by the output step does not meet the standard of being concrete, tangible and useful. The output 
of the non-specific multidimensional coordinate point in multidimensional space is not a 
concrete, tangible and useful result. It requires further interpretation to be meaningful and 
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useful. The systems, carrier waves, and media for carrying out the same methods are non- 
statutory as they carry out and/or contain non-statutory methods. 

For claims including such excluded subject matter to be eligible, the claim must be for a 
practical application of the abstract idea, law of nature, or natural phenomenon. Diehr, 450 U.S. 
at 187, 209 USPQ at 8 ("application of a law of nature or mathematical formula to a known 
structure or process may well be deserving of patent protection."); Benson, 409 U.S. at 71, 175 
USPQ at 676 (rejecting formula claim because it "has no substantial practical application"). 

To satisfy section 101 requirements, the claim must be for a practical application of the § 
101 judicial exception, which can be identified in various ways: 

1) The claimed invention "transforms" an article or physical object to a different state or 
thing. 

2) The claimed invention otherwise produces a useful, concrete and tangible result, based on 
the factors discussed below. 

Practical Application That Produces a Useful, Concrete, and Tangible Result 

For eligibility analysis, physical transformation "is not an invariable requirement, but 
merely one example of how a mathematical algorithm [or law of nature] may bring about a 
useful application." AT&T, 172 F.3d at 1358-59, 50 USPQ2d at 1452... In determining whether 
the claim is for a "practical application," the focus is not on whether the steps taken to achieve a 
particular result are useful, tangible and concrete, but rather that the final result achieved by the 
claimed invention is "useful, tangible and concrete." (1) "USEFUL RESULT" For an invention 
to be "useful" it must satisfy the utility requirement of section 101 . The USPTO's official 
interpretation of the utility requirement provides that the utility of an invention has to be (i) 
specific, (ii) substantial and (iii) credible. MPEP § 2107 and Fisher, 421 F.3d at _, 76 USPQ2d 
at 1230 (citing the Utility Guidelines with approval for interpretation of "specific" and 
"substantial"). (2) "TANGIBLE RESULT" The tangible requirement does not necessarily mean 
that a claim must either be tied to a particular machine or apparatus or must operate to change 
articles or materials to a different state or thing. However, the tangible requirement does require 
that the claim must recite more than a § 101 judicial exception, in that the process claim must set 
forth a practical application of that § 101 judicial exception to produce a real-world result. 
Benson, 409 U.S. at 71-72, 175 USPQ at 676-77 (invention ineligible because had "no 
substantial practical application."). "[A]n application of a law of nature or mathematical formula 
to a . . . process may well be deserving of patent protection." Diehr, 450 U.S. at 1 87, 209 USPQ 
at 8 (emphasis added); see also Corning, 56 U.S. (15 How.) at 268, 14 L.Ed. 683 ("It is for the 
discovery or invention of some practical method or means of producing a beneficial result or 
effect, that a patent is granted . . ."). In other words, the opposite meaning of "tangible" is 
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"abstract." (3) "CONCRETE RESULT" Another consideration is whether the invention 
produces a "concrete" result. Usually, this question arises when a result cannot be assured. In 
other words, the process must have a result that can be substantially repeatable or the process 
must substantially produce the same result again. In re Swartz, 232 F.3d 862, 864, 56 USPQ2d 
1703, 1704 (Fed. Cir. 2000) (where asserted result produced by the claimed invention is 
"irreproducible" claim should be rejected under section 101). The opposite of "concrete" is 
unrepeatable or unpredictable. 

See also: 1 300 OG 1 42, 1 1 /22/2005. 

Claims 1,6-9, 11, 13, 15-16,65,70-80,90,95-104, 138-139, 141, and 143-189 are rejected 
under 35 U.S.C. 101 because the claimed invention is not supported by either a specific, 
substantial, and credible asserted utility or a well established utility. 

Claim 1 is directed to a method of determining a comparative expression profile in an 
individual comprising creating a multidimensional space related to expression levels of 
molecules, determining a multidimensional point for reference and test individuals, determining 
a health-associated region for the reference individuals, comparing a multidimensional 
coordinate point of the individual to the health-associated region of the reference population, and 
determining whether the multidimensional coordinate point of the individual is outside of the 
health-associated region which indicates a perturbed expression profile. Claims 90 and 144 are 
directed to a method of diagnosing a health states in an individual comprising similar steps. The 
specification on pages 1 and 3 discloses that the instant invention is useful for predictive 
medicine and efficiently diagnosing a disease based on a gene expression pattern in an 
individual. However the disclosed utility is hot applicable to the instant claims. For example, the 
claimed methods "determine" whether an expression profile of an individual is "perturbed" from 
the comparison to a profile to the "health-associated" reference population. Neither the 
specification, not the claims disclose any information about "health-associated" reference 
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individuals and/or what the "health-associated 1 ' reference indicates, e.g., reference individuals are 
healthy, carry disease markers, carry markers specific for a particular stage of a disease, carry 
markers for specific alleles, carry ancestral markers, etc. Determining that an individual has a 
"perturbed" profile without knowing what a reference represents does not provide any 
information about a disease stage or health conditions of the individual, and therefore does not 
allow one skilled in the art to "effectively diagnose a disease." Thus, the claimed method does 
not have a "result" which is "of immediate benefit" because one skilled in the art would not know 
what "perturbed" profile indicates. Consequently, the instant claims do not have substantial 
utility (a "real world" use) because the methods do not have a stated correlation between, for 
example, a disease and a determined perturbation and is not particular to a specific health 
condition. Therefore, determining what a "perturbed" expression profile indicates would require 
or constitute carrying out further research to identify or reasonably confirm a "real world" 
context of use. The instant invention also does not have a specific utility, because absent any 
disclosure about, for example, a stage of health or disease and/or allelic markers in a affected and 
unaffected population, and whether the "reference profile" represents a healthy or diseased, or 
specific subpopulation, etc. (i.e., absent some correlation between a specific population and 
disease to be diagnosed), the asserted utility is not specific. No such information is recited in the 
instant claims and fiirther research would be required to determine such a correlation. Applicant 
is reminded that a "use" to perform further research is not a utility under 35 U.S.C. 101. 

Claims 138-139, 14 1, and 143 are directed to a computer system and a computer 
readable medium performing steps of the instant methods. Because the method does not have a 
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specific, substantial and credible utility for the reasons set forth above, any computer system 
and/or program implementing such a method also lacks utility. The system and a computer 
readable medium in this case perform a method which produces no useful result, and one of 
ordinary skill in the art would not know for what purpose or to what useful end such a system 
might be used for, therefore, the invention lacks utility. 

For the reasons stated above claims 1,6-9, 11, 13, 15-16,65,70-80,90,95-104, 138-139, 
141, and 143-189 lack patentable utility under 35 U.S.C. 101. 

Claims 1,6-9, 11, 13, 15-16,65,70-80,90, 95-104, 138-139, 141, and 143-189 are also 
rejected under 35 U.S.C. 1 12, first paragraph. Specifically, since the claimed invention is not 
supported by either a specific, substantial and credible asserted utility or a well established utility 
for the reasons set forth above, one skilled in the art clearly would not know how to use the 
claimed invention. 

The above rejections are reiterated from the prior Office action. Applicants' arguments 
have been fully considered, but they are not found persuasive. 

Despite applicants 1 assertions, the claimed invention lacks patentable utility because it 
lacks specific and substantial utility. While applicants point to possible uses for their claimed 
invention, all such uses (e.g. a "health state") are general - applicants fail to point out a single 
specific (e.g. a single disease, condition, etc.) use for which one could readily apply applicants' 
claimed invention. Furthermore, given the generality of the claimed method, it is not of 
immediate benefit because one would have no idea of what molecules (genes, proteins, 
metabolites, etc.) to test for a given "health-state" unless they were to carry out considerable 
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research to identify those molecules. As applicants themselves point out, a "reference profile" 
could be either healthy or diseased (remarks, page 18, third paragraph). Therefore, one of skill in 
the art would not know what a perturbed profile indicates as it could indicate either the presence 
or absence of disease. 

As argued above, since the methods have no specific, substantial, and credible utility, 
neither do the computer, computer readable media, and carrier waves that employ the method. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary K Zeman whose telephone number is (571) 272 0723 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marjie Moran can be reached on (571) 272 0720. The fax phone number for the 
organization where this application or proceeding is assigned is 571 273 8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call 
Center (UCC) at 800-786-9199. 



/Maiy K. Zeman/ 



